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I. Executive Summary
A. Purpose

The primary purpose of this proposed rule is to amend the regulations for the Medicare
Advantage (Part C) program, Medicare Prescription Drug Benefit (Part D) program, Medicare
cost plan program, and Programs of All-Inclusive Care for the Elderly (PACE). This proposed
rule includes a number of new policies that would improve these programs beginning with
contract year 2025 and proposes to codify existing Part C and Part D sub-regulatory guidance.
Please note that the new marketing and communications policies in this rule are proposed to be
applicable for all contract year 2025 marketing and communications, beginning September 30,
2024. This proposed rule also includes revisions to existing regulations in the Risk Adjustment

Data Validation (RADV) audit appeals process and the appeals process for quality bonus



payment determination that would take effect and apply 60 days after publication of a final rule.
Revisions to existing regulations for the use and release of risk adjustment data would also take
effect and apply 60 days after publication of a final rule. A limited number of the provisions in
this rule are proposed to be applicable beginning with coverage on and after January 1, 2026.

Additionally, this proposed rule would implement certain sections of the following
Federal laws related to the Parts C and D program:s:

e The Bipartisan Budget Act (BBA) of 2018.

e The Consolidated Appropriations Act (CAA), 2023.

B. Summary of the Major Provisions

1. Improving Access to Behavioral Health Care Providers

We propose regulatory changes that would improve access to behavioral health care by
adding certain behavioral health provider specialties to our MA network adequacy standards.
Specifically, we propose to add a new facility-specialty type to the existing list of facility-
specialty types evaluated as part of our network adequacy reviews. The new facility-specialty
type, “Outpatient Behavioral Health,” would be included in network adequacy evaluations and
can include: Marriage and Family Therapists (MFTs), Mental Health Counselors (MHCs),
Opioid Treatment Program (OTP) providers, Community Mental Health Centers or other
behavioral health and addiction medicine specialists and facilities. MFTs and MHCs will be
eligible to enroll in Medicare and start billing for services beginning January 1, 2024, due to the
new statutory benefit category established by the Consolidated Appropriations Act (CAA) 2023.
We aim to strengthen network adequacy requirements and improve beneficiary access to
behavioral health services and providers by expanding our network adequacy requirements for
MA organizations.
2. Special Supplemental Benefits for the Chronically I11 (SSBCI)

We are proposing regulatory changes that would help ensure that SSBCI items and

services offered are appropriate and improve or maintain the health or overall function of



chronically ill enrollees. First, we are proposing to require that an MA organization must be able
to demonstrate through relevant acceptable evidence that an item or service offered as SSBCI has
a reasonable expectation of improving or maintain the health or overall function of a chronically
ill enrollee, and must, by the date on which it submits its bid to CMS, establish a bibliography of
this evidence. Second, we are proposing to clarify that an MA plan must follow its written
policies based on objective criteria for determining an enrollee’s eligibility for an SSBCI when
making such eligibility determinations. Third, we are proposing to require that the MA plan
document its denials of SSBCI eligibility rather than its approvals. Additionally, we are
proposing to codify CMS’s authority to review and deny approval of an MA organization’s bid if
the MA organization has not demonstrated, through relevant acceptable evidence, that its
proposed SSBCI has a reasonable expectation of improving or maintaining the health or overall
function of the chronically ill enrollee. Finally, we propose to codify CMS’s authority to review
SSBCI offerings annually for compliance, considering the evidence available at the time. These
proposals, if implemented, would better ensure that the benefits offered as SSBCI are reasonably
expected to improve health or overall function of the chronically ill enrollee while also guarding
against the use of MA rebate dollars for SSBCI that are not supported by evidence.

In addition, we are proposing new policies to protect beneficiaries and improve
transparency regarding SSBCI so that beneficiaries are aware that SSBCI are only available to
enrollees who meet specific eligibility criteria. We propose to modify and strengthen the current
requirements for the SSBCI disclaimer that MA organizations offering SSBCI must use
whenever SSBCI are mentioned. Specifically, we propose that the SSBCI disclaimer list the
relevant chronic condition(s) the enrollee must have to be eligible for the SSBCI offered by the
MA organization. We propose that the MA organization must convey in its SSBCI disclaimer
that even if the enrollee has a listed chronic condition, the enrollee may not receive the benefit
because other coverage criteria also apply. We also propose to establish specific font and reading

pace parameters for the SSBCI disclaimer in print, television, online, social media, radio, other



voice-based ads, and outdoor advertising (including billboards). Finally, we propose to clarify
that MA organizations must include the SSBCI disclaimer in all marketing and communications
materials that mention SSBCI. We believe that imposing these new SSBCI disclaimer
requirements will help to ensure that the marketing of and communication about these benefits is
not misleading or potentially confusing to enrollees who rely on these materials to make
enrollment decisions.
3. Mid-Year Enrollee Notification of Available Supplemental Benefits

In addition, over the past several years, the number of MA plans offering supplemental
benefits has increased. The benefits offered are broader in scope and variety and we are seeing
an increasing amount of MA rebate dollars directed towards these benefits. At the same time,
plans have reported that enrollee utilization of many of these benefits is low. It is not clear
whether MA plans are actively encouraging utilization of these benefits by their enrollees. We
propose requiring MA plans to notify enrollees mid-year of the unused supplemental benefits
available to them. The notice would list any supplemental benefits not utilized by the beneficiary
during the first 6 months of the year (1/1 to 6/30). Currently, MA plans are not required to send
any communication specific to an enrollee’s usage of supplemental benefits which could be an
important part of a plan’s overall care coordination efforts. This policy aims to educate enrollees
on their access to supplemental benefits to encourage greater utilization of these benefits and
ensure MA plans are better stewards of the rebate dollars directed towards these benefits.
4. Enhance Guardrails for Agent and Broker Compensation

Section 1851(j) of the Act requires that CMS develop guidelines to ensure that
compensation to agents and brokers creates incentives to enroll individuals in MA plans that are
intended to best meet their health care needs. To that end, for many years CMS has set upper
limits on the amount of compensation agents and brokers can receive for enrolling Medicare
beneficiaries into MA and PDP plans. We have learned, however, that many MA and PDP plans,

as well as third-party entities with which they contract (such as Field Marketing Organizations



(FMOs)) have structured payments to agents and brokers that have the effect of circumventing
compensation caps. We also note that that these additional payments appear to be increasing. In
this rule, we are proposing to generally prohibit contract terms between MA organizations and
agents, brokers or other third party marketing organizations (TPMOs) that may interfere with the
agent’s or broker’s ability to objectively assess and recommend the plan that best fits a
beneficiary’s health care needs; set a single compensation rate for all plans; revise the scope of
items and services included within agent and broker compensation; and eliminate the regulatory
framework which currently allows for separate payment to agents and brokers for administrative
services. We are also proposing to make conforming edits to the Part D agent broker
compensation rules at § 423.2274. Collectively, we believe the impact of these proposed changes
will better align with statutory requirements and intent: to ensure that the use of compensation
creates incentives for agents and brokers to enroll individuals in the plan that best fits a
beneficiary’s health care needs. Further, such changes align with the Biden-Harris
Administration’s commitment to promoting fair, open, and competitive markets and ensuring
beneficiaries can make fully informed choices among a robust set of health insurance options.
5. Annual Health Equity Analysis of Utilization Management Policies and Procedures

We are proposing regulatory changes to the composition and responsibilities of the
Utilization Management (UM) committee. We propose to require that a member of the UM
committee have expertise in health equity. We also propose that the UM committee conduct an
annual health equity analysis of the use of prior authorization. The proposed analysis would
examine the impact of prior authorization on enrollees with one or more of the following social
risk factors (SRFs): (i) receipt of the low-income subsidy or being dually eligible for Medicare
and Medicaid (LIS/DE); or (ii) having a disability. To enable a more comprehensive
understanding of the impact of prior authorization practices on enrollees with the specified SRFs,
the proposed analysis must compare metrics related to the use of prior authorization for enrollees

with the specified SRFs to enrollees without the specified SRFs. Finally, we propose to require



MA organizations to make the results of the analysis publicly available on their website in a
manner that is easily accessible and without barriers.
6. Amendments to Part C and Part D Reporting Requirements

We are proposing to affirm our authority to collect detailed information from MA
organizations and Part D plan sponsors under current regulations, in keeping with the Biden-
Harris administration’s focus on improving transparency and data in Medicare Advantage and
Part D. This proposal would lay the groundwork for new data collection to be established
through the Paperwork Reduction Act (PRA) process, which would provide advance notice to
interested parties and be subject to public comment. An example of increased data collection
could be service level data for all initial coverage decisions and plan level appeals, such as
decision rationales for items, services, or diagnosis codes to have better line of sight on
utilization management and prior authorization practices, among many other issues.
7. Enhance Enrollees’ Right to Appeal an MA Plan’s Decision to Terminate Coverage for Non-
Hospital Provider Services

Beneficiaries enrolled in Traditional Medicare and MA plans have the right to a fast-track
appeal by an Independent Review Entity (IRE) when their covered skilled nursing facility (SNF),
home health, or comprehensive outpatient rehabilitation facility (CORF) services are being
terminated. Currently, Quality Improvement Organizations (QIO) act as the IRE and conduct
these reviews. Under current regulations, MA enrollees do not have the same access to QIO
review of a fast-track appeal as Traditional Medicare beneficiaries. We are proposing to (1)
require the QIO, instead of the MA plan, to review untimely fast-track appeals of an MA plan’s
decision to terminate services in an HHA, CORF, or SNF; and (2) fully eliminate provision
requiring the forfeiture of an enrollee’s right to appeal a termination of services decision when
they leave the facility. These proposals would bring MA regulations in line with the parallel
reviews available to beneficiaries in Traditional Medicare and expand the rights of MA

beneficiaries to access the fast-track appeals process.



8. Additional Changes to an Approved Formulary—Substituting Biosimilar Biological Products

Under current policy, Part D sponsors must obtain explicit approval from CMS prior to
making a midyear formulary change that removes a reference product and replaces it with a
biosimilar biological product other than an interchangeable biological product. If such a change
is approved, the Part D sponsor may apply the change only to enrollees who begin therapy after
the effective date of the change. In other words, enrollees currently taking the reference product
can remain on the reference product until the end of the plan year without having to obtain an
exception. To increase access to biosimilar biological products, including interchangeable
biological products, in the Part D program, consistent with the Biden-Harris Administration’s
commitment to competition as outlined in Executive Order (E.O.) 14036: “Promoting
Competition in the American Economy,” we previously proposed to permit Part D sponsors
either to immediately substitute interchangeable biological products for their reference products
and/or to treat such substitutions as changes applicable to all enrollees following 30 days’
notice.! As we continue to consider comments received on that proposal, we are now also
proposing to add substitutions of biosimilar biological products other than interchangeable
biological products to the type of formulary changes that apply to all enrollees (including those
already taking the reference product prior to the effective date of the change) following a 30-day
notice. This proposed policy regarding formulary substitution of biosimilar biological products
would parallel our current notice policy for formulary changes that cannot take place
immediately. Under current § 423.120(b)(5)(i), Part D sponsors must give 30 days’ advance
notice to affected enrollees before removing or changing the tiered cost-sharing status of a Part D

drug, unless, for instance, the formulary change qualifies for an immediate substitution. This

I'See section II1.Q., Changes to an Approved Formulary, of the proposed rule titled “Medicare Program; Contract
Year 2024 Policy and Technical Changes to the Medicare Advantage Program, Medicare Prescription Drug Benefit
Program, Medicare Cost Plan Program, Medicare Parts A, B, C, and D Overpayment Provisions of the Affordable
Care Act and Programs of All-Inclusive Care for the Elderly; Health Information Technology Standards and
Implementation Specifications,” which appeared in the December 27, 2022 Federal Register (87 FR 79452)
(hereinafter referred to as the December 2022 proposed rule).



proposal would not permit immediate formulary substitution of biosimilar biological products
other than interchangeable biological products.
9. Increasing the Percentage of Dually Eligible Managed Care Enrollees Who Receive Medicare
and Medicaid Services from the Same Organization

We are proposing interconnected proposals to (a) replace the current quarterly special
enrollment period (SEP) with a one-time-per month SEP for dually eligible individuals and
others enrolled in the Part D low-income subsidy program to elect a standalone PDP, (b) create a
new integrated care SEP to allow dually eligible individuals to elect an integrated D-SNP on a
monthly basis, (c) limit enrollment in certain D-SNPs to those individuals who are also enrolled
in an affiliated Medicaid managed care organization (MCO), and (d) limit the number of D-SNP
plan benefit packages an MA organization, its parent organization, or entity that shares a parent
organization with the MA organization, can offer in the same service area as an affiliated
Medicaid MCO. This proposed rule would increase the percentage of dually eligible MA
enrollees who are in plans that are also contracted to cover Medicaid benefits, thereby expanding
access to integrated materials, unified appeal processes across Medicare and Medicaid, and
continued Medicare services during an appeal. It would also reduce the number of plans overall
that can enroll dually eligible individuals outside the annual coordinated election period, thereby
reducing the number of plans deploying aggressive marketing tactics toward dually eligible
individuals throughout the year.
10. For D-SNP PPOs, Limit Out-of-Network Cost Sharing

We are proposing to limit out-of-network cost sharing for D-SNP preferred provider
organizations (PPOs) for specific services. The proposed rule would reduce cost shifting to
Medicaid, increase payments to safety net providers, expand dually eligible enrollees’ access to
providers, and protect dually eligible enrollees from unaffordable costs.

11. Contracting Standards for Dual Eligible Special Needs Plan Look-Alikes



Under existing regulations, CMS does not contract with and will not renew the contract
of a D-SNP look-alike—that is, an MA plan that is not a SNP but in which dually eligible
enrollees account for 80 percent or more of total enrollment. We are proposing to lower the
D-SNP look-alike threshold from 80 percent to 70 percent for plan year 2025 and 60 percent for
plan year 2026. This proposal would help address the continued proliferation of MA plans that
are serving high percentages of dually eligible individuals without meeting the requirements to
be a D-SNP.

12. Standardize the Medicare Advantage (MA) Risk Adjustment Data Validation Appeals
Process

We propose regulatory language to address gaps and operational constraints included in
existing RADV appeal regulations. Currently, if MA organizations appeal both medical record
review determinations and payment error calculations resulting from RADV audits, both issues
must be appealed and move through the appeals process concurrently, which we foresee could
result in inconsistent appeal adjudications at different levels of appeal that impact recalculations
of the payment error. This has the potential to cause burden, confuse MA organizations, and
negatively impact the operations and efficiency of CMS’s appeals processes. This proposal
would standardize and simplify the RADV appeals process for CMS and MA organizations, as
well as address operational concerns at all three levels of appeal. We are proposing that MA
organizations must exhaust all three levels of appeal for medical record review determinations
before beginning the payment error calculation appeals process. This will ensure adjudication of
medical record review determinations are final before a recalculation of the payment error is
completed and subject to appeal. We also propose several other revisions to our regulatory

appeals process to conform with these proposed changes to our procedures.



C. Summary of Costs and Benefits

TABLE Al
Provision Description Financial Impact
1. Improving Access to Behavioral We propose to add a new facility-specialty type The new provision adds
Health Care Providers called “Outpatient Behavioral Health” to the requirements for a new facility

network adequacy standards under

§ 422.116(b)(2). For purposes of the network
adequacy requirements, the new facility-
specialty type would be evaluated using time and
distance and minimum number standards
proposed here. The new facility type would
include MFTs, MHCs, OTP or other behavioral
health and addiction medicine specialists and
facilities.

specialty type, which include
providers some of which we have
data for and some which are new
and for which we lack data.
Therefore, we cannot quantify the
effects of this provision though
we expect it may increase access
which may qualitatively increase
utilization.

2. Special Supplemental Benefits for
the Chronically Il (SSBCI)

We propose to require MA organizations to
establish bibliographies for each SSBCI they
include in their bid to demonstrate that an SSBCI
has a reasonable expectation of improving or
maintaining the health or overall function of a
chronically ill enrollee. This would shift the
burden from CMS to the MA organizations to
demonstrate compliance with this standard and
help ensure that SSBCI items and services are
offered based on current, reliable evidence.

In addition, we are proposing new policies to
protect beneficiaries and improve transparency
regarding SSBCI so that beneficiaries are aware
that SSBCI are only available to enrollees who
meet specific eligibility criteria. We propose to
modify and strengthen the current requirements
for the SSBCI disclaimer that MA organizations
offering SSBCI must use whenever SSBCI are
mentioned.

The proposed requirements for
SSBCI are not expected to have
any economic impact on the
Medicare Trust Fund.

3. Mid-Year Enrollee Notification of
Available Supplemental Benefits

We propose to require MA plans to issue notices
to enrollees who, by June 30" of a given year,
have not utilized supplemental benefits, to ensure
enrollees are aware of the availability of such
benefits and ensure appropriate utilization.

Although the intent is to increase
utilization and ultimately create a
savings to the Medicare Trust
Fund, we cannot currently
quantify this provision_because it
is new, and we lack data. See the
Regulatory Impact Analysis for
further discussion.

4. Enhance Guardrails for
Agent/Broker Compensation

We propose modifications to agent/broker
compensation requirements to further ensure
payment arrangements and structure are aligned
with CMS’s statutory obligation to set limits on
compensation to ensure that the use of
compensation creates incentives for agents and
brokers to enroll prospective enrollees in plans
that best fit their needs.

There is a paperwork burden of
about $31 million annually. Other
effects cannot be analyzed at this
time because of uncertainty;
however, we expect any impact
would be minimal. See the
Regulatory Impact Analysis for
further discussion.

5. Annual Health Equity Analysis of
Utilization Management Policies and
Procedures

We propose changes to the composition and
responsibilities for the Utilization Management
committee, to require: a member of the UM
committee have expertise in health equity; the
UM committee conduct an annual health equity
analysis of prior authorization used by the MA
organization using specified metrics; and require
MA organizations to make the results of the
analysis publicly available on its website.

We do not expect any cost impact
to the Medicare Trust Fund.




Provision

Description

Financial Impact

6. Amendments to Part C and Part D
Reporting Requirements

We propose to affirm our authority to collect
detailed data from MA organizations and Part D
plan sponsors under the Part C and D reporting
requirements.

We do not expect any cost impact
to the Medicare Trust Fund.

7. Enhance Enrollees’ Right to Appeal
an MA Plan’s Decision to Terminate
Coverage for Non-Hospital Provider
Services

We propose to (1) require QIOs to review
untimely fast-track appeals of an MA plan’s
decision to terminate services in an HHA,
COREF, or SNF and (2) eliminate the provision
requiring the forfeiture of an enrollee’s right to
appeal to the QIO a termination of services
decision when they leave the facility.

We do not expect any cost impact
to the Medicare Trust Fund.

8. Additional Changes to an Approved
Formulary—Substituting Biosimilar
Biological Products

We propose to permit biosimilar biological
products other than interchangeable biological
products? to be substituted for their reference
products without requiring that enrollees
currently taking the reference product be exempt
from the change for the remainder of the contract
year.

We do not expect any cost impact
to the Medicare Trust Fund.

9. Increasing the Percentage of Dually
Eligible Managed Care Enrollees Who
Receive Medicare and Medicaid
Services from the Same Organization

We propose to (a) replace the current dual/LIS
quarterly SEP, (b) create a new integrated care
SEP, (c) limit enrollment in certain D-SNPs to
those individuals who are also enrolled in an
affiliated Medicaid MCO, and (d) limit the
number of D-SNPs an MA organization, its
parent organization, or an entity that shares a
parent organization with the MA organization,
can offer in the same service area as an affiliated
Medicaid MCO.

Over a 10-year horizon, we
estimate a $1.3 billion savings to
the Trust Fund for Part D plans
and an additional $1 billion
savings to the Trust Fund for Part
C plans.

10. For D-SNP PPOs, Limit Out-of-
Network Cost Sharing

We propose to limit D-SNP PPOs’ out-of-
network cost sharing for certain Part A and Part
B benefits, on an individual service level.

We do not expect any cost impact
to the Medicare Trust Fund.

11. Contracting Standards for Dual
Eligible Special Needs Plan Look-
Alikes

We propose to lower the D-SNP look-alike
threshold from 80 percent to 70 percent for plan
year 2025 and 60 percent for plan year 2026.

We estimate this provision would
have an average annual impact of
less than $1M for plan years
2025-2027 due to non-SNP MA
plans meeting the lower D-SNP
look-alike threshold transitioning
enrollees into other plans. We
also estimate this provision would
have an average annual impact of
less than $1M on MA plan
enrollees for plan years
2025-2027 due to enrollees
choosing a different plan. We
expect cumulative annual costs to
non-SNP MA plans and MA plan
enrollees beyond plan year 2027
to also be less than $1M per year.

2 We previously proposed provisions that would provide Part D sponsors (choosing not to or unable to qualify to
make immediate substitutions as proposed) the option to treat substitutions of interchangeable biological products
for their reference products as changes applicable to all enrollees requiring 30 days’ notice for those currently taking
a related reference product. See section II1.Q. of the December 2022 proposed rule. These and other proposals
discussed in section II1.Q. of the December 2022 proposed rule have not been finalized and remain under

consideration.




Provision

Description

Financial Impact

12. Standardize the Medicare
Advantage (MA) Risk Adjustment
Data Validation (RADV) Appeals
Process

Revising when a medical record review
determination and a payment error calculation
appeal can be requested and adjudicated is
necessary because RADV payment error
calculations are based upon the outcomes of
medical record review determinations. We are
also proposing other revisions to our regulatory
appeals process to conform with these proposed
changes. The proposed changes could reduce
burden on some MA organizations that, absent
these revisions, would have otherwise potentially
submitted payment error calculation appeals that
could have been rendered moot by certain types
of medical record appeals decisions. The
potential reduction in burden to MA
organizations cannot be quantified prior to the
implementation and execution of the appeals
process pursuant to these changes. While the MA
RADYV appeals regulations have been in place
for a period of years, CMS did not issue RADV
overpayment findings to MA organizations as we
worked to finalize a regulation on our long-term
RADYV methodology. Therefore, any impact of
these proposed policies on MA organization
behavior is further unquantifiable. The proposed
changes do not impose any new information
collection requirements.

The potential reduction in burden
to MA organizations cannot be
quantified prior to the
implementation and execution of
the appeals process pursuant to
these changes.




II. Strengthening Current Medicare Advantage and Medicare Prescription Drug Benefit
Program Policies: Past Performance

We established at §§ 422.502(b) and 423.503(b) that we may deny an application
submitted by MA organizations and Part D sponsors that failed to comply with the requirements
of a previous MA or Part D contract, which we refer to as “past performance.” We are proposing
several technical changes to the regulation text related to past performance. These changes are
intended to clarify the basis for application denials due to past performance and to ensure that the
factors adequately account for financial difficulties that should prevent an organization from
receiving a new or expanded MA or Part D contract.

One factor we consider regarding the past performance of MA organizations and Part D
sponsors is their record of imposition of intermediate sanctions, because intermediate sanctions
represent significant non-compliance with MA or Part D contract requirements. To clarify the
basis for application denials due to intermediate sanctions, at §§ 422.502(b)(1)(1)(A) and
423.503(b)(1)(1)(A) we propose to change “Was subject to the imposition of an intermediate
sanction” to “Was under an intermediate sanction.” We are proposing this revision because MA
organizations and Part D sponsors may have a sanction imposed in one 12-month past
performance review period and effective for all or part of the subsequent 12-month review
period. For instance, CMS could impose a sanction in December 2022 that remains in effect until
September 2023. The sanction would be in effect for the past performance review period that
runs from March 2022 through February 2023 (for Contract Year 2024 MA and Part D
applications filed in February 2023) and for the past performance review period that runs from
March 2023 through February 2024 (for Contract Year MA and Part D applications filled in
February 2024). Our proposal reflects our stated intent to deny applications from MA
organizations and Part D sponsors when an active sanction existed during the relevant 12-month
review period when we previously codified that intermediate sanctions are a basis for denial of

an application from an MA organization or Part D sponsor in “Medicare and Medicaid Programs;



Contract Year 2022 Policy and Technical Changes to the Medicare Advantage Program,
Medicare Prescription Drug Benefit Program, Medicaid Program, Medicare Cost Plan Program,
and Programs of All-Inclusive Care for the Elderly,” final rule which appeared in the Federal
Register on January 19, 2021 (86 FR 5864) hereinafter referred to as the “January 2021 final
rule.” When we codified this requirement, a commenter requested that sanctions lifted during the
12 months prior to the application denial be excluded from past performance. We responded that
“The applying organization will receive credit for resolving the non-compliance that warranted
the sanction during the next past performance review period, when, presumably, the organization
will not have an active sanction in place at any time during the applicable 12-month review
period” (86 FR 6000 through 6001). Since an intermediate sanction may be active during
multiple consecutive review periods, our proposed language clarifies that an organization’s
application may be denied as long as the organization is under sanction, not just during the
12-month review period when the sanction was imposed.

An additional factor we consider regarding the past performance of MA organizations
and Part D sponsors is involvement in bankruptcy proceedings. At §§ 422.502(b)(1)(1)(C) and
423.503(b)(1)(1)(C) we propose to incorporate Federal bankruptcy as a basis for application
denials due to past performance and to conform the two paragraphs by changing the text to
“Filed for or is currently in Federal or State bankruptcy proceedings” from “Filed for or is
currently in State bankruptcy proceedings,” at § 422.502(b)(1)(i)(C) and “Filed for or is currently
under State bankruptcy proceedings™ at § 423.503(b)(1)(1)(C). We codified State bankruptcy as a
basis for an application denial for the past performance of an MA or Part D Sponsor in
“Medicare Program; Contract Year 2023 Policy and Technical Changes to the Medicare
Advantage and Medicare Prescription Drug Benefit Programs; Policy and Regulatory Revisions
in Response to the COVID-19 Public Health Emergency; Additional Policy and Regulatory
Revisions in Response to the COVID-19 Public Health Emergency” which appeared in the

Federal Register on May 9, 2022 (87 FR 27704). We codified that requirement because



bankruptcy may result in the closure of an organization’s operations and entering into a new or
expanded contract with such an organization is not in the best interest of the MA or Prescription
Drug program or the beneficiaries they serve. This concern is equally applicable to both Federal
and State bankruptcy, so we propose to revise the regulation so that applications from MA
organizations or Part D sponsors that have filed for or are in State or Federal bankruptcy
proceedings may be denied on the basis of past performance.

In addition, we are also proposing to correct two technical issues identified since the final
rule was published in May 2022. At § 422.502(b)(1)(i1)(B), we propose to change the reference to
the requirement to maintain fiscally sound operations from § 422.504(b)(14) to the correct
reference at § 422.504(a)(14). We also propose to remove the duplication of

§ 422.502(b)(1)(i)(A) and (B).



III. Enhancements to the Medicare Advantage and Medicare Prescription Drug Benefit
Programs

A. Expanding Network Adequacy Requirements for Behavioral Health

Section 1852(d)(1) of the Act allows an MA organization to select the providers from
which an enrollee may receive covered benefits, provided that the MA organization, in addition
to meeting other requirements, makes such benefits available and accessible in the service area
with promptness and assures continuity in the provision of benefits. Further, our regulation at
§ 422.112(a), requires that a coordinated care plan maintain a network of appropriate providers
that is sufficient to provide adequate access to covered services to meet the needs of the
population served. To establish standards for these requirements, CMS codified network
adequacy criteria and access standards in the “Medicare Program; Contract Year 2021 Policy and
Technical Changes to the Medicare Advantage Program, Medicare Prescription Drug Benefit
Program, and Medicare Cost Plan Program” final rule, which appeared in the Federal Register
on June 2, 2020 (85 FR 33796), hereinafter referred to as the “June 2020 final rule.” In that final
rule, we codified, at § 422.116(b), the list of 27 provider specialty types and 13 facility specialty
types subject to CMS network adequacy standards. Further, as part of the “Medicare Program;
Contract Year 2023 Policy and Technical Changes to the Medicare Advantage and Medicare
Prescription Drug Benefit Programs” published in the Federal Register January 12, 2022 (87 FR
1842) proposed rule, hereinafter referred to as the “January 2022 proposed rule,” we solicited
comments through a Request for Information (RFI), regarding challenges in building MA
behavioral health networks and opportunities for improving access to services. In response to the
RFI, stakeholders commented on the importance of ensuring adequate access to behavioral
health services for enrollees and suggested expanding network adequacy requirements to include
additional behavioral health specialty types. As a result, in the “Medicare Program; Contract
Year 2024 Policy and Technical Changes to the Medicare Advantage Program, Medicare

Prescription Drug Benefit Program, Medicare Cost Plan Program, and Programs of All-Inclusive



Care for the Elderly” final rule, which appeared in the Federal Register on April 12, 2023

(88 FR 22120) hereinafter referred to as the “April 2023 final rule,” CMS finalized the addition
of two new specialty types to the provider-specialty types list at § 422.116(b)(1), Clinical
Psychology and Clinical Social Work, to be subject to the specific time and distance and
minimum provider number requirements used in CMS’s network adequacy evaluation.

While our regulation at § 422.116(b)(3) authorizes the removal of a specialty or facility
type from the network evaluation criteria for a specific year without rulemaking, CMS did not
implement a process in § 422.116 to add new provider types without rulemaking. In a continued
effort to address access to behavioral health services within MA networks, we are proposing to
add to the list of provider specialties at § 422.116(b) and add corresponding time and distance
standards at § 422.116(d)(2).

In addition to meeting the network adequacy evaluation requirements, MA organizations
are required at § 422.112(a) to maintain and consistently monitor their provider networks to
ensure they are sufficient to provide adequate access to covered services that meet the needs of
enrollees. This also helps MA organizations maintain a complete and accurate health plan
provider directory as required under §§ 422.111(b)(3) and 422.120(b). The Health Plan
Management System (HPMS) provides MA organizations with access to the “Evaluate my
Network™ functionality, which allows MA organizations the opportunity to test their provider
networks against the evaluation standards in § 422.116 outside of a formal network review. The
“Evaluate my Network” functionality provides MA organizations the ability to test their
networks using the standards in § 422.116(a)(2) in different scenarios, including at the Plan
Benefit Package (PBP) level, to consistently monitor whether their provider networks are
meeting the current network adequacy standards. We encourage MA organizations to utilize the
HPMS “Evaluate my Network” tool to monitor their PBP-level active provider networks and

keep abreast of any network issues that could hinder access to care for enrollees. We also remind



MA organizations to report any compliance issues or significant changes in their provider
network to their CMS Account Manager.

With the revisions applicable beginning January 1, 2024, MA organizations are required
to demonstrate that they meet network adequacy for four behavioral health specialty types:
psychiatry, clinical psychology, clinical social work, and inpatient psychiatric facility services.
The Consolidated Appropriations Act (CAA), 2023 (Pub. L. 117-328) amended the Act to
authorize payment under Medicare Part B for services furnished by a Marriage and Family
Therapist (MFT) and by a Mental Health Counselor (MHC), effective January 1, 2024.
Specifically, section 4121 of the CAA amends section 1861(s)(2) of the Act by adding a new
subparagraph (II) that establishes a new benefit category under Part B for MFT services (as
defined in section 1861(111) of the Act) and MHC services (as defined in section 1861(111) of the
Act). MA organizations are required to cover virtually all Part B covered services. As such, these
new services must be covered as defined and furnished, respectively, by MFTs, as defined in
section 1861(111)(2) of the Act, and MHCs, as defined in section 1861(111)(4) of the Act. As a
practical matter, MA organizations need to ensure access to these new Medicare-covered
services that can only be provided by these types of individual providers and therefore must
contract with these types of providers in order to furnish basic benefits as required by section
1852 of the Act (when furnished by different providers, the services would be supplemental
benefits covered by the MA plan.)

In addition, we discussed in the April 2023 final rule, that the responses CMS received to
the January 2022 proposed rule RFI emphasized the importance of expanding network adequacy
standards to include other outpatient behavioral health physicians and health professionals that
treat substance use disorders (SUDs) to better meet behavioral health care needs of enrollees.
Medicare fee-for-service claims data for 2020 shows that Opioid Treatment Program (OTP)
providers had the largest number of claims for SUD services during that timeframe. At the time

of publishing our April 2023 final rule, we indicated that while we were not able to finalize



adding a combined specialty type called “Prescribers of Medication for Opioid Use Disorder,”
which included OTPs and Medication for Opioid Use Disorder (MOUD) waivered providers to
the facility-specialty type list in § 422.116(b)(2) as proposed, we would consider the
appropriateness of setting network adequacy standards for OTPs in future rulemaking.

Considering the statutory changes to section 1861 of the Act as mentioned, and our
interest in establishing network adequacy standards for SUD providers, CMS is proposing to
amend the MA network adequacy requirements to address the new provider types and SUD
provider types through a combined behavioral health specialty type to include MFTs, MHCs,
OTPs, Community Mental Health Centers and other behavioral health and addiction medicine
specialty providers that will help us enhance behavioral health access for enrollees. This is
consistent with the explanation in our April 2023 final rule that setting a meaningful access
standard for the OTP specialty type would be possible under a combined behavioral health
specialty type.

CMS is committed to improving access to behavioral health care services for enrollees in
the MA program. The CMS Behavioral Health Strategy,? aims to improve access and quality of
mental health care and services, including, access to substance use disorder prevention and
treatment services. We propose to extend network adequacy requirements to additional
behavioral health and substance use disorder providers and facilities by adding time and distance
and minimum provider number requirements for a combined provider category. Specifically, we
are proposing to add Outpatient Behavioral Health as a new type of facility-specialty in
§ 422.116(b)(2) and to add Outpatient Behavioral Health to the time and distance requirements
in § 422.116(d)(2). For purposes of network adequacy evaluations under § 422.116, Outpatient
Behavioral Health can include, MFTs (as defined in section 1861(111) of the Act), MHCs (as
defined in section 1861(11l) of the Act), OTPs (as defined in section 1861(jjj) of the Act),

Community Mental Health Centers (as defined in section 1861(ff)(3)(B) of the Act), or those of

3 https://www.cms.gov/cms-behavioral-health-strategy.



the following who regularly furnish or will regularly furnish behavioral health counseling or
therapy services, including, but not limited to, psychotherapy or prescription of medication for
substance use disorders: physician assistants, nurse practitioners, and clinical nurse specialists
(as defined in section 1861(aa)(5) of the Act); addiction medicine physicians; or outpatient
mental health and substance use treatment facilities. Per § 422.2, the term “provider” means (1)
any individual who is engaged in the delivery of health care services in a State and is licensed or
certified by the State to engage in that activity in the State; and (2) any entity that is engaged in
the delivery of health care services in a State and is licensed or certified to deliver those services
if such licensing or certification is required by State law or regulation. Although we are not using
the term “provider” specifically here in listing the type of healthcare professionals that we expect
to be available to furnish services in order to count for purposes of the proposed new network
evaluation standard, all applicable laws about the practice of medicine and delivery of health
care services must be met and specific healthcare professionals must be appropriately licensed or
certified to furnish the applicable services.

We are proposing to add this combined facility-specialty type instead of adding
individual provider-specialty types for a few reasons. First, data from the U.S. Department of
Labor, Bureau of Labor Statistics show that currently MFTs and MHCs are generally providing
services in outpatient behavioral health settings, such as community mental health centers,
substance abuse treatment centers, hospitals, and some private practices.* > These types of
clinical settings offer a fuller range of services and usually provide access to additional
providers, such as advanced practice nurses and physician assistants who provide counseling and
other therapeutic services to individuals with behavioral health conditions; our review of the

Place of Service codes recorded on professional claims for behavioral health services in the

4 Bureau of Labor Statistics, U.S. Department of Labor, Occupational Outlook Handbook, Marriage and Family Therapists,

at https://www.bls.gov/ooh/community-and-social-service/marriage-and-family-therapists.htm (visited July 03, 2023).

5 Bureau of Labor Statistics, U.S. Department of Labor, Occupational Outlook Handbook, Substance Abuse, Behavioral
Disorder, and Mental Health Counselors, at https://www.bls.gov/ooh/community-and-social-service/substance-abuse-behavioral-
disorder-and-mental-health-counselors.htm (visited July 06, 2023).



Medicare FFS program illustrates this. In addition, currently, there are a limited number (if any)
claims in the Medicare FFS program from MFTs and MHCs; combining the MFT and MHC
provider types into the “Outpatient Behavioral Health” facility type provides time for CMS to
develop additional data as FFS claims are submitted by MFTs and MHCs to show patterns of
access to these provider types across the country. CMS needs such claims and utilization data to
support the development of time and distance standards for these particular provider-specialty
types. Finally, categorizing these provider specialties as a facility type is consistent with our
practice, under § 422.116, wherein physical therapy (PT), occupational therapy (OT), and speech
therapy (ST) providers have traditionally been categorized as facility types, even though care is
typically furnished by individual health care providers. These provider types (that is, PT, OT,
ST) are reported for network adequacy purposes under facility specialty types on Health Service
Delivery (HSD) tables.

As mentioned previously, the statutory change under the CAA will allow MFTs and
MHC:s to bill Medicare directly for services provided beginning January 1, 2024. We
acknowledge that these provider types may not always be located in facilities and provide
facility-based services. As such, we will continue to monitor the appropriateness of maintaining
this proposed new behavioral health specialty type as a facility-specialty type (that is, under
§ 422.116(b)(2)) for network adequacy review purposes. Similarly, as the list® of OTPs enrolled
in Medicare continues to expand, we will continue to monitor whether network adequacy for
OTPs is best measured under a combined facility type for the purpose of network adequacy
reviews. Thus, we may engage in future rulemaking to revise this requirement if the landscape of
providers changes such that access would be best evaluated separately for MFTs, MHCs, or
OTPs instead of under the one facility-specialty type we are proposing in this rule. Any related

changes would be proposed in future rulemaking. At this time, we are proposing that MA

6 https://data.cms.gov/provider-characteristics/medicare-provider-supplier-enrollment/opioid-treatment-program-
providers.



organizations are allowed to include on their facility HSD tables the following: contracted
individual practitioners, group practices, or facilities that are applicable under this specialty type.
Under this proposal, MA organizations may not submit a single provider, for purposes of
meeting more than one of our provider network requirements, for example, they cannot submit a
single provider as a psychiatry, clinical social work, or clinical psychologist provider specialty
and also as an Outpatient Behavioral Health facility.

Our current regulations, at § 422.116(a)(2), specify that an MA plan must meet maximum
time and distance standards and contract with a specified minimum number of each provider and
facility-specialty type. Therefore, as part of the proposed changes to our list of facility specialty
types under § 422.116(b)(2), we are proposing base time and distance standards in each county
type for the new specialty type as follows:

TABLE CA-1: MAXIMUM TIME AND DISTANCE STANDARDS:

Large Metro Metro Micro Rural Counties with
Extreme Access
Considerations
(CEAQC)
Provider/ Max Max Max Max Max Max Max Max Max Max
Facility type Time | Distance | Time | Distance | Time | Distance | Time | Distance | Time Distance
Outpatient Behavioral
Health 20 10 40 25 55 40 60 50 110 100

In the proposed rule titled “Medicare and Medicaid Programs; Contract Year 2021 and
2022 Policy and Technical Changes to the Medicare Advantage Program, Medicare Prescription
Drug Benefit Program, Medicaid Program, Medicare Cost Plan Program, and Programs of All-
Inclusive Care for the Elderly” which appeared in the Federal Register on February 18, 2020
(85 FR 9002) (hereinafter referred to as the “February 2020 proposed rule”), we explained how
CMS developed the base time and distance standards and the minimum provider requirements
used in § 422.116 (85 FR 9094 through 9103). Further, we explained in the February 2020
proposed rule how CMS determines the minimum number requirement for all provider and
facility specialty types, which is now codified in § 422.116(e). We codified at

§ 422.116(e)(2)(ii1) that all facilities, except for acute inpatient hospitals facilities, have a



minimum number requirement of one. Because we had previously established paragraph
(e)(2)(ii1) to refer to all facility types listed in paragraphs (b)(2)(ii) through (xiv) and are
proposing to add Outpatient Behavioral Health as a facility type at paragraph (b)(2)(xiv), we are
not proposing any revisions to paragraph (e)(2)(iii). We followed the analysis and methodology
described in the February 2020 proposed rule to develop the time and distance standards that we
propose to apply to the new behavioral health facility-specialty type described here. However,
we utilized updated data, including outpatient facility and professional Part B claims data from
August 1, 2021, through July 31, 2022, to inform our proposed standard.

Finally, as we indicated in the April 2023 final rule, Medicare FFS claims data shows that
telehealth was the second most common place of service for claims with a primary behavioral
health diagnosis in 2020 (88 FR 22170). Per § 422.116(d)(5), MA plans may receive a 10-
percentage point credit towards the percentage of beneficiaries that reside within published time
and distance standards for certain providers when the plan includes one or more telehealth
providers of that specialty type that provide additional telehealth benefits, as defined in
§ 422.135, in its contracted network. Currently, § 422.116(d)(5) specifies 14 specialty types for
which the 10-percentage point credit is available. Because we understand from stakeholders who
commented on our April 2023 final rule that they were supportive of usage of the 10-percentage
point credit for behavioral health specialty types, we also propose to add the new Outpatient
Behavioral Health facility-specialty type to the list at § 422.116(d)(5) of the specialty types that
that will receive the credit if the MA organization’s contracted network of providers includes one
or more telehealth providers of that specialty type that provide additional telehealth benefits, as
defined in § 422.135, for covered services.

We welcome comment on this proposal.



B. Standards for Electronic Prescribing (§ 423.160)

1. Legislative Background

Section 1860D—4(e) of the Act requires the adoption of Part D e-prescribing standards.
Part D sponsors are required to establish electronic prescription drug programs that comply with
the e-prescribing standards that are adopted under this authority. For a further discussion of the
statutory requirements at section 1860D—4(e) of the Act, refer to the proposed rule titled
“Medicare Program; E-Prescribing and the Prescription Drug Program,” which appeared in the
February 4, 2005 Federal Register (70 FR 6255). Section 6062 of the Substance Use-Disorder
Prevention that Promotes Opioid Recovery and Treatment for Patients and Communities Act
(Pub. L. 115-271), hereinafter referred to as the SUPPORT Act, amended section 1860D—4(e)(2)
of the Act to require the electronic transmission of ePA requests and responses for the Part D e-
prescribing program to ensure secure ePA request and response transactions between prescribers
and Part D sponsors for covered Part D drugs prescribed to Part D-eligible individuals. Such
electronic transmissions must comply with technical standards adopted by the Secretary. There is
generally no requirement that Part D prescribers or dispensers implement e-prescribing, with the
exception of required electronic prescribing of Schedule II, I1I, IV, and V controlled substances
that are Part D drugs, consistent with section 2003 of the SUPPORT Act and as specified at
§ 423.160(a)(5). However, prescribers and dispensers who electronically transmit and receive
prescription and certain other information regarding covered Part D drugs prescribed for
Medicare Part D eligible beneficiaries, directly or through an intermediary, are required to
comply with any applicable standards that are in effect.
2. Regulatory History

As specified at § 423.160(a)(1), Part D sponsors are required to support the Part D e-
prescribing program transaction standards as part of their electronic prescription drug programs.
Likewise, as specified at § 423.160(a)(2), prescribers and dispensers that conduct electronic

transactions for covered Part D drugs for Part D eligible individuals for which a program



standard has been adopted must do so using the adopted standard. Transaction standards are
periodically updated to take new knowledge, technology, and other considerations into account.
As CMS adopted specific versions of the standards when it initially adopted the foundation and
final e-prescribing standards, there was a need to establish a process by which the standards
could be updated or replaced over time to ensure that the standards did not hold back progress in
the healthcare industry. CMS discussed these processes in the final rule titled “Medicare
Program; E-Prescribing and the Prescription Drug Program,” (hereinafter referred to as “the
November 2005 final rule’’) which appeared in the November 7, 2005 Federal Register (70 FR
67579). An account of successive adoption of new and retirement of previous versions of various
e-prescribing standards is described in the final rule titled “Medicare Program; Revisions to
Payment Policies Under the Physician Fee Schedule, Clinical Laboratory Fee Schedule & Other
Revisions to Part B for CY 2014,” which appeared in the December 10, 2013 Federal Register
(78 FR 74229); the proposed rule titled “Medicare Program; Contract Year 2019 Policy and
Technical Changes to the Medicare Advantage, Medicare Cost Plan, Medicare Fee-for-Service,
the Medicare Prescription Drug Benefit Programs, and the PACE Program,” which appeared in
the November 28, 2017 Federal Register (82 FR 56336); and the corresponding final rule (83
FR 16440), which appeared in the April 16, 2018 Federal Register. The final rule titled
“Medicare Program; Secure Electronic Prior Authorization For Medicare Part D,” which
appeared in the December 31, 2020 Federal Register (85 FR 86824), codified the requirement
that Part D sponsors support the use of NCPDP SCRIPT standard version 2017071 for certain
ePA transactions (85 FR 86832).

The final rule titled “Modernizing Part D and Medicare Advantage To Lower Drug Prices
and Reduce Out-of-Pocket Expenses,” which appeared in the May 23, 2019 Federal Register
(84 FR 23832), codified at § 423.160(b)(7) the requirement that Part D sponsors adopt an
electronic RTBT capable of integrating with at least one prescriber’s electronic prescribing or

electronic health record (EHR) system, but did not name a standard since no standard had been



identified as the industry standard at the time (84 FR 23851). The electronic standards for
eligibility transactions were codified in the final rule titled “Medicare and Medicaid Program;
Regulatory Provisions to Promote Program Efficiency, Transparency, and Burden Reduction,”
which appeared in the May 16, 2012 Federal Register (77 FR 29001), to align with the
applicable Health Insurance Portability and Accountability Act of 1996 (HIPAA) standards.

The Part D program has historically adopted electronic prescribing standards
independently of other HHS components that may adopt electronic prescribing standards under
separate authorities; however, past experience has demonstrated that duplicative adoption of
health IT standards by other agencies within HHS under separate authorities can create
significant burden on the healthcare industry as well as HHS when those standards impact the
same technology systems. Notably, independent adoption of the NCPDP SCRIPT standard
version 2017071 by CMS in various subsections of § 423.160 (83 FR 16638) in 2018, which
required use of the standard beginning in 2020, led to a period where ONC had to exercise
special enforcement discretion in its Health Information Technology (IT) Certification Program
until the same version was incorporated into regulation at 45 CFR 170.205(b)(1) through the
final rule titled “21st Century Cures Act: Interoperability, Information Blocking, and the ONC
Health IT Certification Program,” which appeared in the May 1, 2020 Federal Register (85 FR
25679). This resulted in significant impact on both ONC and CMS program resources. See
section II1.C. of this proposed rule for additional discussion of ONC’s proposal and authority.
Similarly, the final rule titled “Medicare and Medicaid Program; Regulatory Provisions to
Promote Program Efficiency, Transparency, and Burden Reduction,” which appeared in the May
16, 2012 Federal Register (77 FR 29002), noted that, in instances in which an e-prescribing
standard has also been adopted as a HIPAA transaction standard in 45 CFR part 162, the process
for updating the e-prescribing standard would have to be coordinated with the maintenance and
modification of the applicable HIPAA transaction standard (77 FR 29018).

3. Withdrawal of Previous Proposals and Summary of New Proposals



CMS published a proposed rule, “Medicare Program; Contract Year 2024 Policy and
Technical Changes to the Medicare Advantage Program, Medicare Prescription Drug Benefit
Program, Medicare Cost Plan Program, Medicare Parts A, B, C, and D Overpayment Provisions
of the Affordable Care Act and Programs of All-Inclusive Care for the Elderly; Health
Information Technology Standards and Implementation Specifications” (hereinafter referred to
as “the December 2022 proposed rule”’), which appeared in the Federal Register December 27,
2022 (87 FR 79452), in which we proposed updates to the standards to be used by Medicare Part
D prescription drug plans for electronic prescribing (e-prescribing). The proposals in the
December 2022 proposed rule included a novel approach to updating e-prescribing standards by
proposing to cross-reference Part D requirements with standards adopted by the Office of the
National Coordinator for Health Information Technology (ONC) and the standards adopted by
HHS for electronic transactions under HIPAA rather than the historical approach of adopting e-
prescribing standards in the Part D regulations independently or making conforming
amendments to the Part D regulations in response to updated HIPAA standards for eligibility
transactions. We proposed this approach in concert with ONC in order to mitigate potential
compliance challenges for the healthcare industry and enforcement challenges for HHS that
could result from independent adoption of such standards.?

In summary, the proposals in the December 2022 proposed rule included the following:

e Requiring the National Council for Prescription Drug Plans (NCPDP) SCRIPT
standard version 2022011, proposed for adoption at 45 CFR 170.205(b), and retiring the current
NCPDP SCRIPT standard version 2017071, as the e-prescribing standard for transmitting
prescriptions and prescription-related information, medication history, and electronic prior

authorization (ePA) transactions using electronic media for covered Part D drugs for Part D

7 HIPAA mandated the adoption of standards for electronically conducting certain health care administrative
transactions between certain entities. HIPAA administrative requirements are codified at 45 CFR part 162. See also:
https://www.cms.gov/about-cms/what-we-do/administrative-simplification.

8 Due to discrepancies between prior regulatory timelines, adoption of the NCPDP SCRIPT standard version
2017071 in different rules led to a period where ONC had to exercise special enforcement discretion in the ONC
Health IT Certification Program. See section III.C.5. for additional discussion.




eligible individuals. This proposal included a transition period from July 1, 2023 up to January 1,
2025, when either version of the NCPDP SCRIPT standard could be used. The cross citation to
45 CFR 170.205(b) included an expiration date of January 1, 2025 for NCPDP SCRIPT standard
version 2017071 meaning that this version would expire for the purposes of HHS use and entities
named at § 423.160(a)(1) and (2) could use only NCPDP SCRIPT standard version 2022011 as
of that date;

e Requiring the NCPDP Real-Time Prescription Benefit (RTPB) standard version 12,
proposed for adoption at 45 CFR 170.205(c), as the standard for prescriber real-time benefit tools
(RTBTs) supported by Part D sponsors beginning January 1, 2025; and

e Revising regulatory text referring to standards for eligibility transactions (87 FR
79548) to cross reference standards adopted for electronic eligibility transactions in the HIPAA
regulations at 45 CFR 162.1202.

We received 24 comments related to these proposals by the close of the comment period
on February 13, 2023. Commenters largely supported the proposals; however, several
commenters, including NCPDP, recommended that CMS require use of NCPDP SCRIPT
standard version 2023011, rather than NCPDP SCRIPT standard version 2022011. Similarly,
NCPDP and other commenters recommended that CMS require NCPDP RTPB standard version
13, rather than NCPDP RTPB standard version 12.

Several commenters expressed concerns about being able to successfully transition to
NCPDP SCRIPT standard version 2022011 by January 1, 2025, and requested at least 2 years
from publication of a final rule to sunset NCPDP SCRIPT standard version 2017071. Several
commenters noted that if the implementation of NCPDP SCRIPT standa